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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460 '
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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

March 19, 2015

Robert Rosewasser

Agent for Quest Products, LLC
11712 230" Street

Linwood, KS 66052

Subject: Storage Stability and Corrosion Characteristics Data to Support Registration
Product Name: Reliant Systemic Fungicide

EPA Registration No.: 83416-1

EPA Receipt Date: September 22, 2014

OPP Decision No.: 496437

Dear Mr. Rosewasser:

On September 22, 2014, the EPA received your submission of Storage Stability and Corrosion
Characteristic data for Reliant Systemic Fungicide (EPA Reg No. 83416-1). In a memorandum dated
December 29, 2014 (see enclosure), the EPA rated the submitted storage stability and corrosion
characteristics data (MRID No. 494718-01) as acceptable.

If you have any questions, please contact Gina Burnett of my team by phone at (703) 605-0513 or via
email at burneti.oina ¢ epa.voy.,

Sincerely,

Y.

Andrew Bryceland, Team Leader
Biochemical Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511F)
Office of Pesticide Programs

Enclosure
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

NZ
éo‘ WASHINGTON, D.C. 2046

Office of Chemical Safety and Pollution Prevention

ACCELERATED REVIEW FOR BIOCHEMICAL BIOPESTICIDE PRODUCT CHEMISTRY
STORAGE STABILITY AND CORROSION CHARACTERISTICS
(OCSPP 830.6317 and 830.6320)

12/29/2014

EPA Reg. or File Symbol No. | 83416-1

Chemical Class Biochemical

PC Code 076416

CAS No. 13977-65-6; 13492-26-7

DP No 423649

Decision No. 496437

Submission No. 058183

MRID No. 49471801 . / z p
REVIEWER Colin G. Waish, M.S,, Biologist (L&A, AL
REGULATORY ACTION LEADER Gina Burnett
REGISTRANT Quest Products, LLC

REGISTRANT’S REPRESENTATIVE

N/A

Table 1. Storage Stability of Reliant® Systemic Fungicide (Mono- and Di-Potassium Salts
of Phosphorous Acid at 45.8%)

Sampling Interval Mean% a.i.
Initial 4581
1 Month 45.95
3 Months 46.21
6 Months 45.74
9 Months 45.55
12 Months 44 .81

Table 2. Corrosion Characteristics of Reliant® Systemic Fungicide (Mono- and Di-
Potassium Salts of Phosphorous Acid at 45.8%)

Sampling Interval Visual Observations
[nitial Sample was a single phase, blue liquid
stored in its original container and closure.
Temperature during the storage period
ranged from 60-78°F.
1 Month No change in sample or container.
3 Months No change in sample or container.
6 Months No change in sample or container.
9 Months No change in sample or container.
12 Months No change in sample. Container has some
discoloration above the sample line.




Decision #: 496437

DATA PACKAGE BEAN SHEET DP #: (423649)
Date: 03-Nov-2014 NON PRIA
Page 1 of 2 Parent DP #:
Submission #: 958183
E-Sub #:

* ** Registration Information * * *

Registration: 83416-1 - RELIANT SYSTEMIC FUNGICIDE
Company: §§{I$;QUEST PRQDUCTS LLC.

Risk Manager: RM 91 - Andrew Bryceland - (703) 3058-6928 Room# PY1 5-8873

Risk Manager Reviewer. Gina Burnett GBURNETT

Sent Date: 23-Sep-2014 PRIA Due Date: 10-Jan-2015 Edited Due Date;

Type of Registration: Product Registration - Section 3

Action Desc: (570) CONDITIONAL REGISTRATION FOLLOW-UP;DATA REQUIRED;REQUIRES RD REVIE

Ingredients: 076416, Mono- and di- potassium salts of phosphorous acid(45.8%)

** * Data Package Information * * *

Expedite: () Yes @@ No Date Sent: 03-Nov-2014 Due Back:

DP Ingredient: 076416, Mono- and di- potassium salts of phosphorous acid

DP Title: -
CSF Included: @ Yes () No Label Included: @ Yes () No Parent DP #:
Assigned To Dateln Date Out

Organization: BPPD / BPB Last Possible Science Due Date: 01-Nov-2014

Team Name: RM 91 Science Due Date:

Reviewer Name: Jeaes_Russell Co /f a Sub Data Package Due Date:

Contractor Name:

* % * Studies Sent for Review ** *

Printed on Page 2

** * Additional Data Package for this Decision * * *

No Additional Data Packages

*** Data Package Instructions * * *
BPB Reviewer,
Please review the enclosed Storage Stability and Corrosion Characteristics study. A CSF and product label are also included for your reference.

Review due date: 1/7/2015
Naon-PRIA
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September 24, 2014 OFFICE OF CHEMICAL SAF ETY
ANDPOLLUTION PREVENTION

RR CONSULTING SERVICES, INC.
QUEST PRODUCTS L.L.C.

273 ALTHEA AVENUE
MORRISVILLE, PA 19067

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 22-SEP-14. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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Products Corp.

11712 230" St.
Linwood, KS 66052

September 17, 2014

Document Processing Desk

Office of Pesticide Programs (7511P)
Biochemical Pesticides Branch

US Environmental Protection Agency
1200 Pennsylvania Ave., N.W.
Washington, DC 20460

RE: RELIANT SYSTEMIC FUNGICIDE, 83416-1
Submission of Storage/Stability Report

Quest Products, LLC, 11712 230th Street, Linwood, KS 66052 is submitting this 1-vear
Storage Stability and Corrosion Characteristics Study to satisfy the requirements for
QPPTS 830.6317 and 830.6320.

This report is submitted to satisfy the requirements of registration for EPA Reg. No.
83416-1.

Please find enclosed:
« 3 copies of the Storage Stability Report;
e Copy of 8570-1 form and;
e Copy of Transmittal Document

If you have any questions or need any additional information, please feel free to contact
me at (215) 715-6419 or mailto rnosenwasser@verizon net.

Sincerely,

Robert Rosenwasser
Agent for Quest Products, LLC



TRANSMITTAL DOCUMENT

Submitter

Quest Products LLC
11712 230" St.
Linwood, KS 66052

Regulatory action in support of which this package is submitted.

Application for Registration of Reliant Systemic Fungicide a manufacturing use product
produced as an integrated system. EPA File Symbol 83416-1

Transmittal Date
August 29, 2014

Submitted Studies

MRID
——- Administrative Materials
Document Howarth, J. August 29, 2014, Reliant Systemic Fungicide.
1 Physical & Chemical Properties (Group B). Enviro Tech Chemical
49471801 Services. Report No. Group B SSC Reliant 13-02. 9 pages
Company Official:  Robert Rosenwasser

Company Contact:

Phone Number:
Email:

Robert Rosenwasser, Quest Products LLC

215-715-6419
rrosenwasser@verizon.net




33Ul

Memorandum

Date: 0/ 13+ /1Y

To: 9] , Regulatory Manager

From: Information Services Branch, ITRMD

Your receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: ¥ fully accepted submission
[1 partially accepted submission
L] rejected submission

10
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Products Corp.

11712 230" st.
Linwood, KS 66052

September 17, 2014

Document Processing Desk

Office of Pesticide Programs (7511P)
Biochemical Pesticides Branch

US Environmental Protection Agency
1200 Pennsylvania Ave., N.W.
Washington, DC 20480

RE: RELIANT SYSTEMIC FUNGICIDE, 83416-1
Submission of Storage/Stability Report

Quest Products, LLC, 11712 230th Street, Linwood, KS 66052 is submitting this 1-vear
Storage Stability and Corrosion Characteristics Study to satisfy the requirements for
OPPTS 830.6317 and 830.6320.

This report is submitted to satisfy the requirements of registration for EPA Reg. No.
83416-1.

Please find enclosed:
¢ 3 copies of the Storage Stability Report;
e Copy of 8570-1 form and,
+ Copy of Transmittal Document

if you have any questions or need any additional information, please feel free to contact
me at (215) 715-6419 or mailto:rrosenwasser@veiizon.net.

Sincerely,

Robert Rosenwasser
Agent for Quest Products, LLC

1"
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OPP identifier Number

United States
(2 ) . .
vEm Environmental Protection Agency Amendment
Washington, DC 20460 Vi Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
834161 Linda Hollis Nom D Restricted
4. Company/Product (Nams) PM# .
RELIANT SYSTEMIC FUNGICIDE Branch Chief
5. Name and Addrass of Applicant finclude ZIF Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3{c){3)
Quest Products, LLC {bii}, my product is simitar or identical in composition and labeling
11712 230th Street to:
Linwood, KS 66052 EPA Reg. No. —-
Dchackifrhisisnnaw address Product Name
Section - il . N
’:] Amendmant - Explain below. l_] Final printed lebels in repgonse to
Agency latter dated
I:I Resubmission in rasponse to Agency letterdated I:J "Me Too" Applicetion.
D Notification - Explain below. Other - Explain below.

Explanation: Use additional pagsa(s) if necessary. (For section | and Section IL.}
Submission of 1 year Storage/Stabiiity study.

Section - i

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yas B Yos B Yes Metal
Plastic
No No No i Glass
. . H “Yeos” No. per If *Yeos* No. per Paper
* Certification must Unit Packaaqi H : F
- aging wgt. container Package wot eontainer Other {Specity}
be submitted 1 pocity
3. Location of Net Contants Information 4. Size(s) Ratail Contsiner 5. Location of Label Directions
U Label [__I Container I:_j
8. Manner in Which Label is Affixed to Product Lithogragh (] other
Papor_Fuad
Stenciled
Section - 1V
1. Contact Point (Complete iterns directly below for identification of individual to be contacted, if necessary, to process this spplication.)
Name Titde Telephone Noa. {inciude Area Code)
Robert Rosenwasser Agent, Quest Products, LLC 216-715-6419
Certification 8. Dste Application
| cortify that the statements | have made on this form and all attachments therato are trus, accurate and complate, Roceived
| acknawiedge that any knowlinglly false or misieading statemant may be punishabla by fine or imprisonment or {Stamped)

both under applicaebis Ia‘\%

2. Signm:y

3. Tide
Agent, Quest Products, LLC

4. Mwo’ ~ ) 5. Dste
Ro¥ert Rosenwasser September 17, 2014

EPA Form 8570-1 [Rev. 3-84) Previous aditions are obsolete. White - EPA File Copy (original} Yellow - Applicant Copy




Bryceland, Andrew

From: rrosenwasser@verizon.net

Sent: Monday, July 07, 2014 2:00 PM

To: Hollis, Linda; Bryceland, Andrew

Cc: Cole, Leonard 5.

Subject: Re: Reliant (EPA Reg No 83418-1) -response to your questions
Linda:

| appreciate your email. | was unaware the | could use your email for California. If we should need your help
with CA, | will reach out to you.

Thanks!

Robert Rosenwasser

From: Hollis, Linda

Sent: Monday, July 07, 2014 1:29 PM

To: rrosenwasseridverizon.net ; Bryceland, Andrew

Cc: Cole, Leonard 5.

Subject: RE: Reliant (EPA Reg No 83416-1) -response o your questions

Dear Mr. Rosenwasser:

An Agency email serves as an official record. A copy of all correspondence is placed in the company’s file
jacket. As such, the email below was also placed in your file. Ibelieve that the language below in the email
from A. Bryceland to you should be sufficient for California in that it explains that your product, which was
originally registered as a repack, is no longer considered as a repackaged product, because, by way of your
amendment application dated 9/16/13 (that was approved), you have supplied the information required in
support of using an unregistered source of active ingredient such that you are no longer repacking the product
but in fact, making the product yourself, thus removing the product from “repack” status.

Feel free to provide to California my contact information should further explanation of the status of your
product be required.

Regards,

Linda A. Hollis, Chief

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division
703 308-8733

From: rrosenwasser@verizon.net [mailto:rrosenwasser@verizon.net]
Sent: Monday, July 07, 2014 1:00 PM

To: Bryceland, Andrew

Cc: Hollis, Linda; Cole, Leonard S.

Subject: Re: Reliant (EPA Reg No 83416-1) -response to your questions
Importance: High

13



Andrew:

Can you please prepare and send me the letter regarding the upgrade of Reliant Fungicide, EPA Reg. No.
83416-1 from a 100% Repack to a full primary? The letter is requested by the State of California to pursue an
amendment there. The email below does state the conclusion however a formal letter in our registration
jacket would be best.

Please let me know if you need any additional information.

Thanks!

Robert

From: Bryceland, Andrew

Sent: Friday, June 13, 2014 9:35 AM

To: rrosenwasserd verizon.net

Cc: Hollis, Linda ; Cole, Leonard S.

Subject: RE: Reliant (EPA Reg No 83416-1) -response to your questions

Dear Mr. Rosenwasser,

Linda and I met regarding your questions about the product Reliant Systemic Fungicide (EPA Reg No. 83416-
1). Our response is as follows:

1) You application, dated 9/16/13, to now use an unregistered source of active ingredient to manufacture
your product was approved (Agency letter dated 4/4/14) as a formulation amendment. Because of this
change in source, you product is no longer classified as 100% re-pack.

2) With regard to your application for notification dated 4/4/14, the changes that you are requesting do not
fall under the scope of PR Notice 98-10. Some of the changes that you are making to the directions for
use are not permitted: adding the new hydroponic application method; changing use rates; directions for
applying with conventional pesticides; adding chemigation. Therefore, the currently pending notification
application is being treated as a fast track amendment. This application was received by the Agency on
April 8, 2014. Fast track amendments carry a turnaround time of 90 days and therefore the Agency will
respond to this application by July 7, 2014. The Regulatory Action Leader that has been assigned to this
action is Mr. Leonard Cole (colclvonard ¢ cpa.cov; (703)305-5412).

Regards,

Andrew Bryceland

Team Leader

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division
USEPA

From: rrosenwasser@verizon.net [maillorrosenwasser@verizon.net]
Sent: Tuesday, June 10, 2014 12:31 PM

To: Bryceland, Andrew

Subject: Reliant

Importance: High

Andrew:

14



Do you have an update on the label notification? Did you have a chance to speak with Linda regarding the
primary upgrade letter?

Please let me know.

Thanks!

Robert

15



Bryceland, Andrew

From: Bryceland, Andrew
Sent: Friday, June 13, 2014 9:35 AM
To: 'rrosenwasser@verizon.net'
- Ce: Linda Hollis {hollis.linda@epa.gov); Cole, Leonard S.
Subject: RE: Reliant (EPA Reg No 83416-1) -response to your questions

Dear Mr. Rosenwasser,

Linda and I met regarding your questions about the product Reliant Systemic Fungicide (EPA Reg No. 83416-
1). Our response is as follows:

1) You application, dated 9/16/13, to now use an unregistered source of active ingredient to manufacture
your product was approved (Agency letter dated 4/4/14) as a formulation amendment. Because of this
change in source, you product is no longer classified as 100% re-pack.

2) With regard to your application for notification dated 4/4/14, the changes that you are requesting do not
fall under the scope of PR Notice 98-10. Some of the changes that you are making to the directions for
use are not permitted: adding the new hydroponic application method; changing use rates; directions for
applying with conventional pesticides; adding chemigation. Therefore, the currently pending notification
application is being treated as a fast track amendment. This application was received by the Agency on
April 8, 2014. Fast track amendments carry a turnaround time of 90 days and therefore the Agency will
respond to this application by July 7, 2014. The Regulatory Action Leader that has been assigned to this
action is Mr. Leonard Cole (vole.leonard@epa.gos; (703)305-5412).

Regards,

Andrew Bryceland

Team Leader

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division
USEPA

From: rrosenwasser@verizon.net [mailto:rrosenwasser@verizon.net]
Sent: Tuesday, June 10, 2014 12:31 PM

To: Bryceland, Andrew

Subject: Reliant

Importance: High

Andrew:

Do you have an update on the label notification? Did you have a chance to speak with Linda regarding the
primary upgrade letter?

Please let me know.

Thanks!

Robert

16



Bryceland, Andrew

From: Hollis, Linda

Sent: Wednesday, June 11, 2014 2:12 PM

To: Bryceland, Andrew

Subject: FW:. Reliant Systemic Fungicide EPA No 83416-1 submission

From: Hollis, Linda

Sent: Tuesday, March 18, 2014 12:28 PM

To: Leahy, John

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert; Burnett, Gina
Subject: RE: Reliant Systemic Fungicide EPA.No 83416-1 submission

Clarity from OGC.

The requested action, amending the repack by adding an unregistered source, CAN be completed as an amendment vs a
new product application as the formulations are virtually identical, (See Erin’s interpretation below). The new
formulation uses a source of the active ingredient that is more pure than the existing source product but the nominal
concentrations remain the same.

Next Steps-

Looking at the resubmission. Still two outstanding questions {(minor). Currently verifying whether the data is buried
within an MRID (as stated by the registrant) or is in fact missing. Will have those answers by the end of the day.

By the end of today, Linda will communicate to Stringfellow the following:

(1) application can be handled as a amendment;

{2} there are some deficiencies still {minor) OR there are no deficiencies;

{(3) BPB will be able to complete this action before the 5/19/14 PRIA due date.

From Erin:

----- Original Message-----

From: Koch, Erin

Sent: Tuesday, March 18, 2014 18:58 AM

To: Hollis, Linda

Cc: Kaczmarek, Chris

Subject: RE: Obtaining an amendment for a product that was registered as a repacks

*Privileged attorney-client communication*



*Privileged attorney-client communication*

Erin S. Koch
Pesticides and Toxic Substances Law Office Office of General Counsel US EPA
202-564-1718

From: Leahy, John

Sent: Tuesday, March 18, 2014 10:50 AM

To: Hollis, Linda

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert

Subject: Re: Reliant Systemic Fungicide EPA.No 83416-1 submission

Okay, thanks . I'll stop by after staff meetings and you can fill me in on Erin's input.

From: Hollis, Linda
Sent: Tuesday, March 18, 2014 10:45:00 AM

To: Leahy, John

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert

Subject: Re: Reliant Systemic Fungicide EPA.No 83416-1 submission

John-

| responded to his email on yesterday and indicated that | would provide him with feedback. | believe that you were
copied on the email. | am working with OGC to get clarity on the language in the document. Erin has stated that she
would give me something in writing by the end of the day. | have also reached out to AD and RD. Will keep you posted. |
can get you talking points later on during the day if needed but it may not be necessary judging on my conversation with
Erin.

Will keep you posted.

From: Leahy, John

Sent: Tuesday, March 18, 2014 9:30:34 AM

To: Hollis, Linda

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert

Subject: FW: Reliant Systemic Fungicide EPA.No 83416-1 submission

Hi Linda, Andy, and Leonard,

Mr. Stringfellow left me a voice message yesterday afternoon requesting “an intervention”. He mentioned that he
would follow up with an email, which | believe is the one below.

I'd like for us to get back to him today—either by responding to his email or cailing him-—with general responses to his
major points below.

18



Could you send me some brief talking points for a call, or a draft email response if you think that's the best path? If
calling, it might be good to have you, Linda, on the call too, to make sure we are all on the same page and to reinforce
the message you all sent last Friday. Let me know what you think.

Thanks,

John

From: Bill Stringfellow Quest [mailto: bill@questproducts.us]
Sent: Monday, March 17, 2014 4:36 PM

To: Hoilis, Linda; Leahy, John

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert
Subject: Reliant Systemic Fungicide EPA.No 83416-1 submission
Importance: High

Ms. Hollis:

Thank you for discussing over the telephone last Friday our application to amend EPA Reg. No. 83416-1. As
outlined below, we request BPPD to approve our pending application to amend our end use ("EP") product that
we intend to produce using an integrated system. We believe all of the necessary reviews have been completed
by BPPD. We respectfully submit that submitting a new application at this juncture to register a manufacturing
use product ("MUP™) for incorporation into our EP is neither necessary, cost-effective or consistent with our
business plans. As you are aware, we are under significant continuing pressure from the end user community
to supply our Reliant Systemic Fungicide product this spring.

Quest Products explained to BPPD in writing from the outset our registration intentions — specifically, to amend
our existing registration to permit the production of our EP from an integrated process, as expressly permitted
by 40 C.F.R. § 158.325(b). Our original submission cover letter dated Sept.11, 2013 clearly set forth how and
who assisted in its development from BPPD. We requested that BPPD expedite and complete its review of the
chemistry section of our application by March 15, 2014 because we are without source of supply, and because
we are facing demands from growers for a product that will aid in preventing the loss of trees from disease this
spring.

BPPD has completed the front end primary screen of our application package. It completed its technical
review, chemistry review and data matrix review as of February 4, 2014, subject to our making some minor
additions and correction, which we have addressed or are in process of sending to the reviewer. In summary,
BPPD has completed all of the elements for a PRIA code B-681, and we request that, subject to our submitting
the last piece of information, BPPD approve our registration. We have completed all of the product chemistry
requirements to enable BPPD to approve an EPA produced from an integrated system. 40 C.F.R. §
158.325(b). Moreover, OPP policy clearly permits its divisions to amend an EPA registration from a repack to
an integrated process.

While we would hope that you would agree that we have complied with the letter of EPA's regulations, if
necessary, we are pleased to confirm our original meeting date of Thursday March 20th at 11:00 a.m. as
previously arranged by Andrew Breyeland with you, members of your team and Assistant Director John
Leahy. The purpose of this meeting would to understand from BPPD and OPP why our application is deficient
in the context of § 158.325(b) so we, in turn, can explain to growers/end users why we are unable to meet their
demands this spring for our product which is intended to prevent the loss of trees from disease.

Thank you for your assistance in this matter. [ would appreciate your e-mailing me tomorrow to advise me if it
will be necessary for me to travel to Washington to meet with you or Thursday or whether this matter can be
resolved without a meeting.

3
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Sincerely,

William Stringfellow

20



Follis, Linda

From: Hollis, Linda

Sent: Tuesday, March 18, 2014 12:28 PM

To: Leahy, John

Ce: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert; Burmett, Gina
Subject: RE: Reliant Systemic Fungicide EPA.No 83416-1 submission

Clarity from OGC.

The requested action, amending the repack by adding an unregistered source, CAN be completed as an amendment vs a
new product application as the formulations are virtually identical. (See Erin's interpretation below}. The new
formulation uses a source of the active ingredient that is more pure than the existing source product but the nominal
concentrations remain the same.

Next Steps-

Looking at the resubmission. Still two outstanding questions (minor). Currently verifying whether the data is buried
within an MRID (as stated by the registrant) or is in fact missing. Will have those answers by the end of the day.

By the end of today, Linda will communicate to Stringfetlow the following:

(1) application can be handled as a amendment;

{2) there are some deficiencies still {minor) OR there are no deficiencies;

(3} BPB will be able to complete this action before the 5/13/14 PRIA due date.

From Erin:

----- Original Message-----

From: Koch, Erin

Sent: Tuesday, March 18, 2014 10:58 AM

To: Hollis, Linda

Cc: Kaczmarek, Chris

Subject: RE: Obtaining an amendment for a product that was registered as a repacks

21

*Privileged attorney-client communication*



*Privileged attorney-client communication*

Erin S. Koch
Pesticides and Toxic Substances Law Office Office of General Counsel US EPA
202-564-1718

From: Leahy, John

Sent: Tuesday, March 18, 2014 10:50 AM

To: Hollis, Linda

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert

Subject: Re: Reliant Systemic Fungicide EPA.No 83416-1 submission

Ckay, thanks . 'll stop by after staff meetings and you can fill me in on Erin's input.

From: Hollis, Linda
Sent: Tuesday, March 18, 2014 10:45:00 AM

To: Leahy, John

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert

Subject: Re: Reliant Systemic Fungicide EPA.No 83416-1 submission

John-

{ responded to his email on yesterday and indicated that | would provide him with feedback. | believe that you were
copied on the email. | am working with OGC to get clarity on the language in the document. Erin has stated that she
would give me something in writing by the end of the day, | have also reached out to AD and RD. Will keep you posted. |
can get you talking points later on during the day if needed but it may not be necessary judging on my conversation with
Erin,

Will keep you posted.

From: Leahy, John

Sent: Tuesday, March 18, 2014 9:30:34 AM

To: Hollis, Linda

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert

Subject: FW: Reliant Systemic Fungicide EPA.No 83416-1 submission

Hi Linda, Andy, and Leonard,

Mr. Stringfellow left me a voice message yesterday afternoon requesting “an intervention”. He mentioned that he
would follow up with an email, which [ believe is the one below.

Id like for us to get back to him today—either by responding to his email or calling him—with general responses to his
major points below.

Could you send me some brief talking points for a call, or a draft email response if you think that’s the best path? If
calling, it might be good to have you, Linda, on the call too, to make sure we are all on the same page and to reinforce
the message you all sent {ast Friday. Let me know what you think,

Thanks,

John
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From: Bill Stringfellow Quest [mailto:bill@guestproducts.us]
Sent: Monday, March 17, 2014 4:36 PM

To: Hollis, Linda; Leahy, John

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert
Subject: Reliant Systemic Fungicide EPA.No 83416-1 submission
Importance: High

Ms. Hollis:

Thank you for discussing over the telephone last Friday our application to amend EPA Reg. No. 83416-1. As
outlined below, we request BPPD to approve our pending application to amend our end use ("EP") product that
we intend to produce using an integrated system. We believe all of the necessary reviews have been completed
by BPPD. We respectfully submit that submitting a new application at this juncture to register a manufacturing
use product ("MUP™) for incorporation into our EP is neither necessary, cost-effective or consistent with our
business plans. As you are aware, we are under significant continuing pressure from the end user community
to supply our Reliant Systemic Fungicide product this spring.

Quest Products explained to BPPD in writing from the outset our registration intentions — specifically, to amend
our existing registration to permit the production of our EP from an integrated process, as expressly permitted
by 40 C.F.R. § 158.325(b). Our original submission cover letter dated Sept.11, 2013 clearly set forth how and
who assisted in its development from BPPD. We requested that BPPD expedite and complete its review of the
chemistry section of our application by March 15, 2014 because we are without source of supply, and because
we are facing demands from growers for a product that will aid in preventing the loss of trees from disease this
spring.

BPPD has completed the front end primary screen of our application package. It completed its technical
review, chemistry review and data matrix review as of February 4, 2014, subject to our making some minor
additions and correction, which we have addressed or are in process of sending to the reviewer. In summary,
BPPD has completed all of the elements for a PRIA code B-681, and we request that, subject to our submitting
the last piece of information, BPPD approve our registration. We have completed all of the product chemistry
requirements to enable BPPD to approve an EPA produced from an integrated system. 40 C.F.R. §
158.325(b). Moreover, OPP policy clearly permits its divisions to amend an EPA registration from a repack to
an integrated process.

While we would hope that you would agree that we have complied with the letter of EPA's regulations, if
necessary, we are pleased to confirm our original meeting date of Thursday March 20th at 11:00 a.m. as
previously arranged by Andrew Breyeland with you, members of your team and Assistant Director John
Leahy. The purpose of this meeting would to understand from BPPD and OPP why our application is deficient
in the context of § 158.325(b) so we, in turn, can explain to growers/end users why we are unable to meet their
demands this spring for our product which is intended to prevent the loss of trees from disease.

Thank you for your assistance in this matter. I would appreciate your e-mailing me tomorrow to advise me if it
will be necessary for me to travel to Washington to meet with you or Thursday or whether this matter can be
resolved without a meeting.

Sincerely,

William Stringfellow
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DIRECTIONS FOR USE

[tis a violalion of Federall.aw to use this product in a manner incensistent with its labefing.
Read entire label before using this product,
Lin not apply this product in a way thal will contacl workers or other persons, cither directly or thiough drift. Only protected handlers may be

in the area during application For any requirements specilic to your Stale or Tube. consult the state or iribal agency respansible for pesticue
registration.

AGRICULTURAL USE REQUIREMENTS

Use this product anly in accordance wilh its labeling and with the Worker Prolection Standard CFR 40 part 170. This Standard contains
requirements for the protection of agricultural workers on farms, forests, nurseries and greenhouses, and handlers of agriculiurat pesticides.
it contains requirements for training, decontanination, notification, and emergency assistance. It also contains specific instructions and
excephions pertaining to the slatements on this label about personal protective equipment (PPE) and restricted-enbiy interval, The
requirements in this box anly apply to uses of this product that are covered by the Worker Protection Standard.

Do not enter or allow worker entry into treated areas during the restricted entry interval (RE!) of 4 hours, unless wearng the appropriale PPE.

PPE required for early entry to treated areas that are permitted under the Worker Protection Standard and that invoives contact with any-
thing that has been freated. such as plants. soils or water. is; coveralls worn over short-sleevad shirt and shert pants, waterpronf gloves,
shoes plus socks and proteciive eyewear.

NON-AGRICULTURAL USE REQUIREMENTS

The requirements of this box apply o uses of this product that are NOT within the scope of the Worker Protection Slandard for agnicultural
pesticides (40 CFR part 170). The WPS applies when {his product is used to produce agricultural piants on farms, forests, nurseries or green
hotises.

Do not enler irealed arcas without protective clothing until sprays have dried.

| CHEMIGATION
Use of RELIANT SYSTEMIC FUNGICIDE through chemigation is not permitted in California.

Apply this praduct only through center pivol, solid set or dnp (frickle) irrigation systems. Da nol apply this product through any olher lype of
irmgation system.

Crap injury. lack of effectiveness, or Hlegal pesticide residues in the crop can result from nonuniform distribution of Yeacd water.
If you have questions about calibration, confact State Exlension Service specialists, equipment manufacturers or other oxperts.

Do not connect an imgation syslem (including greenhouse systems) nsed for pesticide appiication lo a public water syslem unfess Ihe
pesticide label-prescribed salety devices for public water syslems are ir place.

A person knowledgeable of the chemigation sysiem and 1esponsible for #s operation or under the supervision of the responsibie porson, shall
shut the system down and make necessary adjustments should the need arise

SPRINKLER AND DRIP (TRICKLE) IRRIGATION SYSTEMS:
The irrigation system must contain a functional check valve vacuum relief valve and low-pressure drain appropriately iocaiea on th- irrigation
pipeline to prevent water source contamination from backflow.

The pesticitle injection pipeline must cantain a funglional. automatic, quick-closing check valve topreven! the flow offluid haen toward the
injectnn pump

1
The pesticrle njection pipeline must also contain a functional. normally ciosed, solenvid-operated valve located on the infake it~ of the mj2ction
pump and contecled tothe system interiock toprevent fluid &rom being withdrawn from the supply tank when the ngaton cysizmis eitner
automalicafty or manually shué down.

The system must contain functiona! interlocking controls lo aulomatically shut off the pesticide injection puntp when e wate, pump Molur 3t

The snuation line or watar pump must inciude a funclionai pressure svalch which will slop the water pump meter when the waler pressuie
derreascs to the point where pesticide dislbution 1s atdvarsely affecled,

Systems must use a metering pump. sucn as a positive dispiacement injechon pump (e.g.. diaphragm pump) effectivaly desqned amj
sonstructed of materiats that are compatible with peshcides and capable of hoing fitted with a systern interlock.

3
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SEED TREATMENT APPLICATIONS

Use RELIANT® for effective control of Phylophihora and Pyihiumn diseases on agriculturas crop seeds from crops figted cisewhere on this label
Do not use tiealed seed for food, feed, or oil. Dye used to color freated seed must be an EPA approved dye jrefer to 40 CFR 153-155 (o)

Seed lreatment on agricultural establishment in hopper-box, planter box, or olher seed treatment application at or immediately before planting is
within the scope of WPS, while commercial trealment of seeds is nol within the scope of WPS.

Disease

Application Method

Rate

Phytophthora, Pythiur and Fusarium spp,

Can be applied at-planting or in commercial 8-24 fl. oz. RELIANT® per 100 Ibs. of seed or
seed trealment operations.

4-10 quarls RELIANT® per ton of seed,
depending on the size of the socds fo be
treated.

GRASS GROWN FOR SEED PRODUCTION

Use RELIANT for effective control of damping-off and root rot diseases inturf grasses such as. but not limited to, Bermuda, fescue, bent,
blue, rye, zoysia, buffalo, and poa annua,

Disease Application Method Rate Application Program
Phytophthora and Foliar spray 1% 10 2 quards RELIANT | Apply at 14 --21 day intervals, as necessary. Ensure
Pythium spp. in 25 to 250 galions of thorough coverage.

waler [o 2 quarts per acre

28

51



52



53



54



55



56



57



58



59



60



61



62



MIXING INSTRUCTIONS

1 Fill the spray lank with 1/4 — 1/2 of the velume of water required before adding RELIANT
2. Add RLLIANT slowly to the tank and agilale

3 Fil tank with balance of water to the desired volume

4, Agitate during application

Conversion Table

118 fl. oz = 3/4 {easpoon {isp.)

14 fl. oz. a2 1172 tsp.

113 fl. oz = 21sp.

12 fl. oz = 3isp.

23§, oz. = 41sp.

34 1l oz. = 4112 tsp.

11 oz = 21ablespoons {Tbs.} =
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ROUTING AND TRANSMITTAL SLIP Date:
3[z1[2e14
TO: (Name, affice rymbol, room number, building Agency)
Sheryl Reilly, Associate Chief, BPB/BPPD/OPP g\qv 3\ ;;\M

Linda Hollis, Chief, BPB/BPPD/ QPP

Gina Burnett, RAL/Biologist, BPB/BPPD/ QPP

Action File Note and Retrn
X Approval For Clearance Tor
Conversation
As Requested For Correction Prepare Reply
Circulate For Your Information See Me
Comment investgate X Signature
Coordination Jussfy
REMARKS

Acceptable PRIA Formulation Amendment (B681) to Add

Unregistered Source of Active Ingredient

EPA Reg No.: 83416-1

PRIA due date: May 19, 2014 (expedite per L. Hollis)

Acceptable review memo from C. Fuentes 1s enclosed.

Thanks,
Gina

DO NOT use this form as & RECORD of approvals, concurrences, disposals,

clearances, and similar actions.

FROM: [Narme, arg. spmbul, Agency! Postf

T —

Gina Burnett, OPP/BPPD/BPB

Room Mo.— Bidg.

S-8946

Phone Neo.

703-605-0513
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ROUTING AND TRANSMITTAL SLIP Date:
231214
TO: Nam, office symld. rwom nupiber, baitding, Asency)
Sheryl Reilly, Associate Chief, BPB/BPPD/OPP Q|2 \n, \}\\v\
7" r

Linda Hollis, Chief, BPB/BPPD/OPP

Gina Burnett, RAL/Biologist, BPB/BPPD/QPP

Action File Note and Return
X Approval For Clearance Per
Conversation
As Requested For Correction Prepare Reply
Circulate For Your [nformarion See Me
Comment [nvestigate X Signarure
Coordination Jusofy
REMARKS

Acceptable PRIA Formulation Amendment (B681) to Add

Unregistered Source of Active Ingredient

EPA Reg No.: 83416-1

PRIA due date: May 19, 2014 (expedite per L. Hollis)

Acceptable review memo from C. Fuentes is enclosed.

Thanks,
Gina

DO NOT use this form as 2 RECORD of approvals, concurrences, disposals,

clearances, and simrilar actions.

FROM: (Nume, oy, symiol. geny/ Post)

ol

(Gina Burnett, OPP/BPPD/BPB

Room No.— Bldg.

S-8946

Phone No.

703-605-0513
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d. | Registered source used for active ingredient? IF YES, SKIP to ITEM 5. (Active ingredient is
from a registered source and generic data should be satisfied by registered source. IF NO, generic /(
data needed. /‘

e. | Data passed PR Notice 86-5 for formatting and MRID number assignment? Y

f. | Public copy of Data Matrix provided? (PRN 98-5) /

6. | Certification with Respect to Citation of Data (EPA Form 8570-34): See 40 CFR 152.80-98 ar;:i}&
Notice $8-5 [Wote: If no data are required or submitted, a Certification with Respect to Citation of Data form ib-fiot
needed. This is often true for minor amendments.]

a. | Did applicant check a Method of Support? “

b. | General Offer to Pay checked for Cite-all Method or Cite-all under Selective Method? i A

¢. { Is the form signed and dated? /'M s

d. | Check form and Data Matrix; are Exclusive Use data cited from other sources? /bﬂ/fl'
IF YES, is the required authorization letter included in application? A // A
NA O ‘

7. | Formulators Exemption (EPA Form 5870-27)
If registrant is using a registered source active ingredient in the formulation, is form filled out /’/,si
completely and signed? ot
NA

8. | Science Review completed? Comments; IV e
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ACTION REQUESTED

Quest Products LLC., is responding to deficiencies noted in an Agency e-mail to the registrant,
dated March 18, 2014. This resubmission includes copy of product label, copies of revised Post-
and Pre-reactions of Basic formulations, and MSDS from Quest Products LLC. for the product,
Reliant Systemic Fungicide (EPA Reg. No. 83416-1). In addition, the registrant states that
Storage Stability and Corrosion Characteristic study is ongoing and that data will be submitted
upon completion of the ongoing studies.

RECOMMENDATIONS AND CONCLUSIONS

1. Product chemistry: Acceptable.

The registrant has submitted MSDSs that were pending for the active and inert ingredients. The
MSDSs from Quest Products LLC for the active ingredient, Mono-and di-potassium salts of
phosphorus acid listed on the CSF and present in the product. Reliant Systemic Fungicide (EPA
Reg. No. 83416-1), and the one submitted fromﬂsupplier of
inert ingredient listed on the revised CSF for Post-reaction Basic formulation, dated 3-19-2014,
satisfy this pending reuirement.

2. Mammalian Toxicity: Acceptable.

The registrant has cited studies in MRIDs 448735-01 to 448735-06 in fulfillment of acute
mammalian toxicity data requirement. The product is classified in toxicity category III for dermal
toxicity and eye irritation. The registrant has provided rationale together with cited studies in
MRIDs 467082-16; 477608-31; 481934-03; 484985-13; 466458-02; 477608-32; 466458-03;
477608-33; 477608-34, and 477608-37 to satisty each individual Subchronic mammalian
toxicity data requirement.

3. Non-Target Organisms: Acceptable.
The registrant has adequately satisfied the required non-target organisms” studies, oral and
dietary avian toxicity, toxicity of fresh water invertebrate and fresh water fish, non-target plants.

and non-target insects with cited data in MRIDs 448735-08 to 448735-11; 481376-01 and
477608-27.

BACKGROUND INFORMATION
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3
Reliant Systemic Fungicide (EPA Reg. No. 83416-1) is a Systemic fungicide for the control of
various plant diseases affecting fruits and vegetables. The current registration is a 100 % repack
of Mono- and di- potassium salts of phosphorous acid (—. The registrant is
requesting a change in registration to add an unregistered source of active ingredient. In addition,
the registrant is proposing to expand applications range for agricultural and residential uses to

include control of various plant pathogens affecting fruits and vegetable plants, herbs and spices,
and in hydroponic plant production.

STUDY SUMMARY

Product Chemistry:
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TABLE 1. Physical and Chemical Properties for Reliant Systemic Fungicide

Guideline Reference No./Property

Description of Result

Methods

8306302 Color Clear blue Visual inspection
830.6303 Physical State Liquid Visual inspection
210.6304 Odor Odorless Qualitative determination
830.6313 Stability N/A
830.6315  Flammability N/A
830.6316 Explodability N/A
830.6317 Storage Stability Data to be submitted upon Study is ongoing
completion of study
830.6319 Miscibility N/A
830.6320 Corrosion Characteristics Data will be submitted at Study is ongoing
completion of study
830.7000 pH 572at22°C pH meter
830.7050 UV/Visible Absorption N/A
830.7100 Viscosity 3.17 nm? at 24 °C Gravitational flow thru
2.52 nm? at 43 °C capillary viscometer
830.7200 Melting Range N/A
830.7220 Boiling Range 107.2°C Caiculated
Ay=Kpm i

830.7300 Density/Relative Density/Bulk Calculated:

Density 1.37 g/mi D = mass (g) / vol. {ml)

Pycnometer

830.7520  Particle size, fiber length, N/A

diameter distribution
830.7550 Partition coefficient N/A

(n-Octanol/water)
830.7840 Water Solubility N/A
830.7950 Vapor Pressure N/A

Data from MRID 492168-02.
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Toxicity
Study Type/OPPTS Guideline LDsy/LCs/Results Toxicity Category MRID
Acute Oral Toxicity/OPPTS 870.1100 > 5,000 mg/kg v 448735-01
Acute Dermal Toxicity/OPPTS 870.1200 > 2,000 mg/kg mn 448735-02
Acute Inhalation Toxicity/OPPTS 870.1300 > 4.4 mg/L v 448735-05
Acute Eye Irritation/OPPTS 870.2400 Ocular irritation cleared 1l 448735-04
within 72 hrs.
Acute Dermal Irritation/OPPTS 870.2500 Not a dermal irritant v 448735-03
Skin Sensitization/OPPTS 870.2600 Not a sensitizer v 448735-06

Test substance was 53 % Mono and Di-potassium phosphite.

The Required sub-chronic mammalian toxicity data are cited from the following MRIDs:
467082-19; 477608-31; 481934-03; 484985-13; 466458-02; 477608-32; 466458-03; 477608-33;
477608-34, and 477608-37. The registrant offers the following rationale to address each data
requirement individually:

90-days Oral toxicity (OCSPP 870.3100):

An exemption from the requirement of a tolerance is established in 40 CFR 180.1200 for
residues of phosphorous acid and its ammonium, sodium and potassium salts in or on all food
commoeodities when used as an agricultural fungicide on food crops.

90-days dermal (OCSPP 870.3250): No purposeful application to the human skin which would
result in prolonged dermal exposure to the product is expected.

90-days Inhalation (OCSPP 870. 3465): There is little likelihood of significant levels of repeated
inhalation exposure to the product as gas, vapor or aerosol spray.

Prenatal Development (OCSPP 870.3700): Under common practice and product use pattern,
significant product exposure to human females is unlikely.

Mutagenicity (OCSPP 870.7200): Neither the active ingredient nor its metabolites are related to
a known mutagen nor they belong to any chemical class containing a known mutagen.
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Non-Target Organisms:

Study Type/OPPTS Guideline LDsy/LCso/Results Toxicity Category MRID

Avian Acute Oral/OPPTS 850.2100 > 2,000 mg/kg Slightly toxic 448735-08

Avian Dietary/OPPTS 850.2200 > 5,000 ppm v 448735-09
> 1,200 mg/L Practicall ~toxi 448735-11

Freshwater Invertebrate/OPPTS 850.1010 mg/ ractically non-toxic

Freshwater Fish LCS0/OPPTS 850.1075 > 750 mg/L. v 448735-10

Non-target Plants/OPPTS 850.4100 No phytotoxic 481376-01

Non-target Insects 8§50.3020 No toxic to bees 477608-27

Test substance was 53 % Mono- and di-potassium phosphite, 12.2 % phosphorus, 28 %
p p phosp

phosphorous.

cc: Clara Fuentes, RAL Gina Burnett, BPPD Chron File, IHAD/ARS FT, PY-S: 03/25/2014.
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CONFIDENTIAL APPENDIX
*Pages 135-136 Confidential Statement of Formula may be entitled to confidential treatment*



*Confidential Statement of Formula may be entitled to confidential treatment*

*Manufacturing process information may be entitled to confidential treatment*

9

Manufacturing Process, Formation of Impurities, Preliminary Analysis, Certified Limits and
Enforcement Analvtical Method.

cc: Clara Fuentes, RAL Gina Burneit, BPPD Chron File, IHAD/ARS FT, PY-S: 03/27/2014.




Mono- and di- potassium salts of phosphorous acid
PC Codes: 076416 DP Number(s): 418750
EPA Reg. or File Symbol No: 83416-1

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20450

OFFICE OF CHEMICAL SAFETY AND POLUTION PREVENTION /OFFICE OF PESTICIDE PROGRAMS

MEMORANDUM

DATE: March 25,2014

SUBJECT: Science Review of registrant’s response to deficiencies in support of registration
amendment for registered product, Reliant Systemic Fungicide, containing 45.8 %
w/w Mono-and di- potassium salts of phosphorous acid as active ingredient.

Decision Number; 483282

DP Number: 418750

EPA File Symbol Number: 83416-1

Chemical Class: Biochemical

PC Code: 076416

CAS Number: 13492-26-7 / 13977-65-6

Active [ngredients: Mono- and di- potassium salts of phosphorous

acid

Tolerance Exemptions: 40 CFR 180.1200

MRID Numbers: 492168-01 and 492168-02
FROM: Clara Fuentes, Ph.D. I

Entomologist

Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

TO: Gina Burnett, Regulatory Action Leader

Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)
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ACTION REQUESTED

Quest Products LLC., is responding to deficiencies noted in an Agency e-mail to the registrant,
dated March 18, 2014. This resubmission includes copy of product label, copies of revised Post-
and Pre-reactions of Basic formulations, and MSDS from Quest Products LLC. for the product,
Reliant Systemic Fungicide (EPA Reg. No. 83416-1). In addition, the registrant states that
Storage Stability and Corrosion Characteristic study is ongoing and that data will be submitted
upon completion of the ongoing studies.

RECOMMENDATIONS AND CONCLUSIONS

1. Product chemistry: Unacceptable.

la. Deficiency: The submitted MSDS from Quest Products LLC. is not for the active
ingredient, Mono- and di-potassium salts of phosphorus acid (CAS No. 13492-26-7) and
(CAS No. 13977-65-6) in the proposed product but for the proposed product, Reliant
Systemic Fungicide (EPA Reg. No. 83416-1).

1b. Deficiency: The MSDS that needs to be submitted is for the active ingredient, Mono-and
di-potassium salts of phosphorus acid listed on the CSF and present in the product rather
than for the whole formulation of Reliant Systemic Fungicide (EPA Reg. No. 83416-1).

1c_Deficiency: The registrant needs to submit MSDSs from the supplier,
of inert ingredient listed on the revised CSF for Post-reaction
Basic formulation, dated 3-19-2014.

2. Mammalian Toxicity: Acceptable.

The registrant has cited studies in MRIDs 448735-01 to 448735-06 in fulfillment of acute
mammalian toxicity data requirement. The product is classified in toxicity category IiI for dermal
toxicity and eye irritation. The registrant has provided rationale together with cited studies in
MRIDs 467082-19; 477608-31; 481934-03; 484985-13; 466458-02; 477608-32; 466458-03;
477608-33; 477608-34, and 477608-37 to satisfy each individual Subchronic mammalian
toxicity data requirement.

3. Non-Target Organisms: Acceptable.

The registrant has adequately satisfied the required non-target organisms’ studies, oral and
dietary avian toxicity, toxicity of fresh water invertebrate and fresh water fish, non-target plants.
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3
and non-target insects with cited data in MRIDs 448735-08 to 448735-11; 481376-01 and
477608-27.

BACKGROUND INFORMATION

Reliant Systemic Fungicide (EPA Reg. No. 83416-1) is a Systemic fungicide for the control of
various plant diseases affecting fruits and vegetables. The current registration is a 100 % repack

of Mono- and di- potassium salts of phosphorous acid (_ The registrant is
requesting a change in registration to add an unregistered source of active ingredient. In addition,

the registrant is proposing to expand applications range for agricultural and residential uses to
include control of various plant pathogens affecting fruits and vegetable plants, herbs and spices,
and in hydroponic plant production.

STUDY SUMMARY

Product Chemistry:
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TABLE 1. Physical and Chemical Properties for Reliant Systemic Fungicide

Guideline Reference No./Property

Description of Result

Methods

830.6302 Color Clear blue Visual inspection
830.6303 Physical State Liquid Visual inspection
£30.6304 Odor Odorless Qualitative determination
830.6313  Stability N/A
830.6315 Flammability N/A
830.6316 Explodability N/A
830.6317 Storage Stability Data to be submitted upon Study is ongoing
completion of study
830.6319 Miscibility N/A
830.6320 Corrosion Characteristics Data will be submitted at Study is ongoing
completion of study
830.7000 pH 572at22°C pH meter
830.7050 UV/Visible Absorption N/A
830.7100 Viscosity 3.17 nm® at 24 °C Gravitational flow thru
252 nm® at 43 °C capillary viscometer
830.7200 Melting Range N/A
830.7220 Boiling Range 107.2°C Calculated
ATL-,: Kh mi

830.7300 Density/Relative Density/Bulk Calculated:

Density 1.37 g¢/ml D = mass (g} / vol. (ml})

Pycnometer

830.7520 Particle size, fiber length, N/A

diameter distribution
830.7550 Partition coefficient N/A

{n-Octanol/water)
830.7840  Water Solubility N/A
830.7950 Vapor Pressure N/A

Data from MRID 492168-02.
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Toxicity
Study Type/OPPTS Guideline LD/LCsy/Results Toxicity Category MRID
Acute Oral Toxicity/OPPTS 870.1100 > 3,000 mgkg v 448735-01
Acute Dermal Toxicity/OPPTS 870.1200 > 2,000 mg/kg i 448735-02
Acute Inhalation Toxicity/OPPTS 870.1300 > 4.4 mg/L v 448735-05
Acute Eye Irritation/OPPTS 870.2400 Ocular irritation cleared 1iI 448735-04
within 72 hrs.
Acute Dermal Irritation/OPPTS 870.2500 Not a dermal irritant v 448735-03
Skin Sensitization/OPPTS 870.2600 Not a sensitizer Iv 448735-06

Test substance was 53 % Mone and Di-potassium phosphite.

The Required sub-chronic mammalian toxicity data are cited from the following MRIDs:
467082-19; 477608-31; 481934-03; 484985-13, 466458-02; 477608-32; 466458-03; 477608-33;
477608-34, and 477608-37. The registrant offers the following rationale to address each data
requirement individually:

90-days Oral toxicity (OCSPP 870.3100);

An exemption from the requirement of a tolerance is established in 40 CFR 180.1200 for
residues of phosphorous acid and its ammonium, sodium and potassium salts in or on all food
commodities when used as an agricultural fungicide on food crops.

90-days dermal (OCSPP 870.3250): No purposeful application to the human skin which would
result in prolonged dermal exposure to the product is expected.

90-days Inhalation (OCSPP 870. 3465): There is little likelihood of significant levels of repeated
inhalation exposure to the product as gas, vapor or aerosol spray.

Prenatal Development (OCSPP 870.3700): Under common practice and product use pattern,
significant product exposure to human females is unlikely.

Mutagenicity (OCSPP 870.7200): Neither the active ingredient nor its metabolites are related to
a known mutagen nor they belong to any chemical class containing a known mutagen.
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Non-Target Organisms:

Study Type/OPPTS Guideline LDsy/L.Cso/Results Toxicity Category MRID
Avian Acute Oral/QPPTS 850.2100 > 2,000 mg/kg Slightly toxic 448735-08
Avian Dietary/OPPTS 850.2200 > 5,000 ppm v 448735-09
> 1,200 mg/L. Practicaily non-toxic 448735-11

Freshwater Invertebrate/OPPTS 850.1010

. L .
Freshwater Fish LCS0/OPPTS 850.1075 > 790 mg/ v 448733-10
Non-target Plants/OPPTS 850.4100 No phytotoxic 481376-01
No toxic to bees A77608-27

Non-target Insects 850.3020

Test substance was 53 % Mono- and di-potassium phosphite, 12.2 % phosphorus, 28 %

phosphorous.

cc: Clara Fuentes, RAL Gina Burnett, BPPD Chron File, IHAD/ARS FT, PY-S: 03/25/2014.
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*Confidential Statement of Formula may be entitled to confidential treatment*

*Manufacturing process information may be entitled to confidential treatment*

9

Manufacturing Process, Formation of Impurities, Preliminary Analysis, Certified Limits and
Enforcement Analytical Method.

cc: Clara Fuentes, RAL Gina Burnett, BPPD Chron File, IHAD/ARS FT, PY-S: 03/25/2014.
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*Product ingredient source information may be entitled to confidential treatment*

ials Safety Data Sheet for 83416- 1
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Quest

Produwts Carp.

11712 230" St.
Linwood, KS 86052

March 31, 2014

Gina Burnett

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division (7511P)

US Environmental Protection Agency

Room S-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

I

RE: RELIANT SYSTEMIC FUNGICIDE, EPA Reg. No. 83416-1
Submission of requested documents

Quest Products LLC., 11712 230" Street, Linwood, KS 66052, is submitting the following
information as requested in your email of March 26, 2014. (A courtesy copy was emailed and
received by you on March 26, 2014):

* Material Safety Data Sheet for Mono- and di-potassium salts of phosphorus acid that
identifies Quest Product, LLC as the manufacturer;

o Matenal Safety Data Sheet for the -sed as a Post Reaction material
and;

e Aftachment of 2 pages from the Group A Product Chemistry which demonstrates that
there is production of the technical material, produced in-situ from raw materials, for
direct consumption into the final registered EUP. This is defined in 40 CFR 158.300 as
an ‘“Integrated system”, means a process for producing a pesticide product that: (1)
Contains any active ingredient derived from a source that is not an EPA-registered
product”; The submitted Pre-Reaction CSF and Post- Reaction CSF is a proper reporting
of an integrated system.

If you have any questions or need any additional information, please to contact me at (215) 715-
6419 or matlto.rrosenwasser@verzon nel.

Sincerely,

Robert Rosenwasser
Agent for Quest Products, LLC

148

LuawieaJ} |enuapyuod o} pajiius ag Aew uonew.oyul Juaipalbul aul,



Page10of5
SAFETY DATA SHEET

Date: 03-26-2014

[ 1. IDENTIFICATION

Product identity: Mixture of mono-potassium phosphite and di-potassium
phosphite
Manufactured by
QUEST Products LLC.
11712 230" st

Linwood, KS 66052 Phone -785-542-2577 Fax 785-542-2531

Emergency phone numbers

NPC {National Poison Control Hotline): 800-222-1222

NPiC {National Pesticide Information Center): 800-858-7378
EPA National Response Center: 800-424-8802

| 2. HAZARD(S) IDENTIFICATION

The components of this product, mono-potassium phosphite (CAS No. 13977-65-
6) and di-potassium phosphite (CAS No. 13492-26-7) are not classified as
hazardous under The Hazard Communication Standard (29 CFR 1910.1200).

3. COMPOSITION/INFORMATION ON INGREDIENTS

Mixture of mono-potassium phosphite (CAS No. 13977-65-6) and di-potassium phosphite
(CAS No. 13492-26-7) @ 45.8%

4. FIRSTAID

IF SWALLOWED:

= (all a poison control center or doctor immediately for treatment advice
e Have person sip a glass of water if able to swallow

= Do not induce vomiting unless told to do so by a poison control
center or doctor

s Do not give anything by mouth to an unconscious person

IF IN EYES:

= Hold eye open and rinse slowly and gently with water for 15-20 minutes

= Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye

+ (Call poison control center or doctor for treatment advice

Version: 03-26-2014
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IF ON SKIN OR CLOTHING:

» Take off contaminated clothing
Rinse skin immediately with plenty of water for 15-20 minutes
Call a poison control center or doctor for treatment advice

IF INHALED:

= Move person to fresh air

= |f person is not breathing, call 911 or an ambulance, then give artificial
respiration, preferably mouth-to-mouth, if possible

= (Call a poison control center or doctor for further treatment advice

Have the product container or label with you when calling a poison control center or
doctor or going for treatment.

5. FIRE FIGHTING MEASURES B
Flash Point: Not applicable.
Test method: Not available.
LEL flammable limits: Not available.
UEL flammable limits: Not available.
Autoignition temperature: Not available.
Flammability classification: Not applicable.
Known hazardous products of combustion: None Properties
that initiate/contribute to intensity of fire: None
Potential for dust explosion: None
Reactions that release flammable gases or vapors: Not known,
Potential for release of flammable vapors: Not known.

Unusual fire and explosion hazards: This is not a flammable material, Some
gases such as phosphorus oxides may be released.

Extinguishing media: Carbon dioxide, dry chemical, foam, water spray. Special firefighting
procedures: Use full-faced self-contained breathing apparatus along with full protective
gear.

[ 6. ACCIDENTAL RELEASE MEASURES

Containment: Prevent product from spilling and entering drinking water
supplies or streams.

Clean up: Collect liquid or absorb onto absorbent material and package for
disposal.

Evacuation: Not necessary.

Version: 03-26-2014
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7. HANDLING AND STORAGE

Storage:

Transfer equipment:

Work/hygienic practices:

Store in a well sealed container in a cool, well- ventilated,
dry place at temperatures above 40°F. Do not store near
combustible materials, herbicides, fungicides, and food or
feeds. Do not stack pallets more than two (2} high.

Transfer product using chemical-resistant plastic or
stainless steel tanks, pumps, valves, etc.

Keep out of reach of children. May be harmful if
swallowed, inhaled or absorbed through the skin. Avoid
breathing vapors or spray mist. Causes moderate eye
irritation. Avoid contact with eyes, skin of clothing. Wash
thoroughly with soap and water after handling. Remove
contaminated clothing and wash clothing before reuse,
Do not allow children or pets to contact treated area until
spray dries.

8. EXPOSURE CONTROLS/PERSONAL PROTECTIVE EQUIPMENT

Eye: Chemical dust/splash goggles or full-face shield to prevent eye
contact. As a general rule, do not wear contact lenses when
handling.

Skin: Long-sleeved shirt, long pants, shoes, socks and household latex

or rubber gloves.

Respiratory: Not normally needed. If use generates an aerosol mist or
respiratory irritation, use NIOSH approved dust/mist
respirator (such as 3M #8710).

Ventilation: Use in well ventilated area but no TLV established.

9.

PHYSICAL AND CHEMICAL PROPERTIES

Appearance;
Odor:

pH:

Vapor pressure:
Vapor density:
Boiling point:
Freezing point:
Water solubility:
Density:

Blue liquid.
Slight to none.
5.72 @ 20°C
Not available.
Not available.
105°F

Not available.
Miscible.
1.37g/mL

Version: 03-26-2014
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Evaporation rate: Not available.
Viscosity: 2.273 (cSt) @ 20°C.
% Volatile: Not available.
Octanol/water partition coefficient: Not available.

| 10.STABILITY AND REACTIVITY

Stability: Stable.

Conditions to avoid: Avoid strong oxidizers and bases.
Corrosive to most metals.

Incompatibility: Not compatible with strong oxidizers,
bases and most metals.

Hazardous decomposition products: Gases of phosphorus oxides

11. TOXICOLOGICAL INFORMATION

Acute effects:

Ingestion: Ingestion may cause diarrhea, nausea, vomiting, and
cramps.

Eyes: Mild irritant to eyes. Skin:
Mildly irritating to skin.

inhalation: May be slightly irritating.

Subchronic effects: None known.

Chronic effects: Not established.

12.ECOLOGICAL INFORMATION ]

Algal/Lemna growth inhibition: Not known.

Toxicity to fish (rainbow trout): > 100mg/L.

Toxicity to plants: Not known.

Toxicity to birds: Not known.

| 13.DISPOSAL CONSIDERATIONS l

Do not contaminate lakes, streams, ponds, estuaries, oceans, or other waters by
discharge of waste effluents or equipment washwaters.

If container is empty: do not reuse this container. Place in trash or offer for
recycling.

If container is partially filled: call your local solid waste agency or 1-800- CLEANUP
for disposal instructions. Never place unused product down any indoor or
outdoor drain.

Version: 03-26-2014

152



Page 5 of 5

14. TRANSPORT INFORMATION

DOT {domestic surface]
Hazard class or division: Non-regulated
Other shipping description: Fertilizers, liquid.

15. REGULATORY INFORMATION

CERCLA: None. Proposition 65: None

SARA Information: SARA TITLE Ill;SEC.311/312 HAZARD CATEGORIES

Immediate (Acute} Health: Yes Sudden Release of Pressure: No
Delayed (Chronic) Health: No Reactivity: No Fire: No

SARA TITLE I-SEC. 313 SUPPLIER NOTIFICATION: None

NFPA: HEALTH:1 REACTIVITY: 0 FLAMMABILITY: 0 ENVIRONMENT: ¢

{C=lnsignificant 1= Slight 2=Moderate 3=High 4=Extreme)

16. OTHER INFORMATION

All information appearing in this document was based on data provided by third party
sources and was compiled to comply with the Federal Hazard Communication Standard
and the California Hazardous Substances Information and Training Act. The information
is believed to be accurate as of the preparation date, but is not warranted as being the

final authority in the use of this product. This information does not purport to be legal or
medical advice.

Version: 03-26-2014
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